INnfercambilalidade

IEDA LAURINDO
SOCIEDADE BRASILEIRA DE REUMATOLOGIA



NO momento,

1) Sociedade elabora sua posicao official

a) promoc¢cdo de um forum de debates em julho de 2017;
b) ampla discussdo entre diferentes setores € comissoes



NO momento,

2) considerando: definicdo de
pbiossimilares




A One-year CT-P13 and INX retention B CT-P13 retention stratified by diagnosis
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Glintborg B, sgrensen iJ, Loft AG, et al. Ann Rheum Dis 2017;76:1426—-1431.
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Consensus-based recommendations for the use of biosimilars to treat rheumatological dis

Table 1 Overarching principles (A-£) and consensus recommendations (1-8) for biosimilars

Levelof  Grade of
Agreement* (%)  evidencet recomme

Overarching principles

A Treatment of rheumatic diseases is base ing process between patients and their 100 5 D

B. the healthcare system should be taken into consideration when treatment decisions 100 5 D

C. Abiosimilar, as approved by autherities in a highly requlated acy and 88 5 D
not inferior in safety to its bio-originator.

D.  Patients and healthcare provideys should be informed abbut the nature of biosimilars, their approval process, 96 5 D
and ther safety and efficacy.

E. Harmonised methods should be established to obtain reliable pharmacovigilance data, including traceability, 1100 5 D
about both biosimilars and bio-originators.

Kay et al. Ann Rheum Dis. 2017 Sep 2. pii: annrheumdis-2017-211937. doi: 10.1136/annrheumdis-2017-211937.



Levelof  Grade of
Agreement*® (%) evidencet recomme

tly lower the cost of Jreating an individual patient and increase 100 5 D

Consensus recommendations

1. The availability of biosimilars must signi
access to optimal therapy for all patients

2. WMMm&mdmnaWMnhmmamm 100 1b
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6.  Currently available evidence indica Mas’ngleswit:h om a bio-originator to one of its biosimilars is 9% 1b A
safemdeﬂectwe there is no scientiieTae FrpeCTthat switching among biosimilars of the same bio-
ould ro Imadcﬂemdmalwmhnpammvesmbemmdmd
1. Mdtple switching tetween biosimilars and their bio-originators or other biosimilars should be assessed in 100 5 D

8.  Noswitch to or among biosimilars should be initiated without the prior awareness of the patient and the N 5 D
treating healthcare provider.

Kay et al. Ann Rheum Dis. 2017 Sep 2. pii: annrheumdis-2017-211937. doi: 10.1136/annrheumdis-2017-211937.



Arquivo pessoal: www.drbayma.com Vaz , Antonio Lopes. Artrite Reumatoide.2009 editora campus






